Objective: The aim of this study was to assess health changes seen in routine homeopathic care for patients with a wide range of chronic conditions who were referred to a hospital outpatient department.
INTRODUCTION H
omeopathic medicine is a system of therapeutics that appears to work by stimulating the body's autoregulatory mechanisms using microdoses of toxins. 1 The principle was first expounded by Hippocrates, the so-called father of medicine, in 450 BC and was rationalized into a clinical system by a German physician, Samuel Hahnemann, in the late 18th century. Its clinical use spread widely through western Europe in the 19th century and then to the rest of the world. Homeopathy is extremely popular with patients and its use has steadily increased in recent years.
Much skepticism within the medical profession has always existed because the exact mechanism of action of homeopathic medicines is not fully understood, and any beneficial action has often been attributed to the placebo response. 2 However well-designed, randomized controlled trials [3] [4] [5] have suggested that the effects cannot be entirely explained this way, and meta-analyses or systematic reviews of substantial numbers of randomized controlled trials [6] [7] [8] [9] [10] have further endorsed this assertion. Some recent studies 11, 12 of homeopathic treatment in specific conditions have suggested a lack of efficacy, but the design of these studies has been flawed 13, 14 and therefore the results cannot be regarded as reliable.
A recent paper giving an overview of current research in the field of homeopathic medicine 15 concluded that "more and better research is needed unobstructed by belief or disbelief in the system," and that "homeopathy deserves an open-minded opportunity to demonstrate its value."
Many clinicians in everyday conventional medical practice have expressed their skepticism about clinical trials and whether the results of trials transfer to clinical care. In some recent studies clinical treatment protocols using large co-horts of patients and long periods of follow-up have been used to monitor the "real-world" effectiveness of treatments in everyday clinical practice. 16 Observational studies can provide useful information, [17] [18] [19] but chance must be minimized by ensuring that sufficiently large numbers of patients are studied, 20 as large amounts of information are needed to overcome random effects in estimating the direction and magnitude of treatment effects. 21 Outcome studies of homeopathic treatment for chronic disease in hospital outpatient departments have shown positive trends, [22] [23] [24] as have some observational studies in primary care settings. [25] [26] [27] [28] [29] This paper presents the results of a large, longitudinal, observational study assessing the health changes reported by patients with a wide range of chronic diseases, who were referred to a busy homeopathic hospital outpatient department in a major university teaching hospital in the United Kingdom (UK).
METHODS
Between November 1, 1997, October 31, 2003, overall outcomes were recorded for 6544 patients who were followed-up with a total of 23,473 outpatient attendances, an average of three or four attendances per patient. Data are available in this study only for follow-up patients. Data provided by the Information Management and Technology Directorate of the United Bristol Healthcare National Health Service (NHS) Trust (UBHT) show that the drop-out rate after first appointments is Ͻ5%. There are no data on the reasons why patients did not attend for their first follow-up appointments. All patients were referred by their general practitioners or by hospital consultants in other specialties. All patients had chronic disease and many had already been treated by one or more hospital specialists in the secondary care sector. The aims of treatment were to enhance general health and well-being, to improve symptom control and to reduce the frequency and/or severity of acute-on-chronic exacerbations of patients' conditions. All patients had 45-minute, new-patient appointments followed by 15-minute follow-up appointments.
Baseline and outcome assessment
During the 6 years of the study the clinical work in the unit has been undertaken by 12 different physicians, all medically qualified for at least 15 years and also, as a minimum standard, having passed the postgraduate medical Membership examination of the Faculty of Homeopathy, a statutory medical body incorporated by a U.K. Act of Parliament in 1950.
At the first consultation the current state of health and the nature and severity of each patient's symptoms were evaluated and recorded in detail. These details provided the baseline from which treatment was commenced. At each subsequent consultation the outcome score was assessed as an overall outcome compared with that initial baseline assessment (i.e., the perceived change since that first attendance). At every consultation a data form was completed containing the patient's demographic details, hospital registration number, clinical diagnosis together with its International Center for Disease 10 coding, treatment given, and overall outcome score. The scale used for the outcome score is shown in Table 1 .
The outcome score was assessed during the consultation, with patients being asked to rate their overall improvement or deterioration compared to their status at first visit. Objective parameters were incorporated in the assessment whenever possible (e.g., alteration in conventional medication, changes in forced expiratory volume, measurable changes in mobility or exercise tolerance, or changes in results of investigations). If patients could not score their outcome, they were given a score of "99" and if their conditions had been affected by obvious external factors (e.g., other treatments}, this was scored as an "x."
RESULTS
A very wide range of morbidities are referred to the homeopathic outpatient unit. A study of the distribution of the main clinical specialties is shown in Table 2 . The age range of patients is shown in Table 3 , the majority (62.5%) of pa-SPENCE ET AL. 794 The scores "99" and "x" were assigned for these categories. tients being Ͻ48 years of age. Patients scored their outcomes at every follow-up consultation, and data are presented here only for their outcome scores at their most recent follow-up attendance (i.e., the perceived change between their most recent attendance and their first attendance). Outcome scores from the total patient population are shown in Table 4 . Of the patients, 50.7% rated their overall health change as better or much better. Some degree of improvement was seen in 70.7% of patients. Overall 23.1% of patients reported no changed during treatment, and 3.1% reported deterioration. Another 3.1% were given either a "99" or an "x" score. Table 5 shows the changes for children. In 65.8% of children health changes were reported as better or much better; and in 80.5% of children some degree of improvement was seen. Table 6 shows the outcomes observed and the numbers of patients seen with some of the diagnoses most commonly referred to the hospital.
DISCUSSION
The burden of chronic disease management is one of the challenges that health services increasingly face today, and this burden will increase. 30 All the patients referred to the unit had chronic disease and in many cases this was of several years' duration. Younger age groups (Ͻ48 years of age) formed the majority of the referrals (62.5%). Any health gain offered by homeopathic treatment would therefore be of considerable value to the healthcare system in managing this increasing burden. The inexpensive nature of homeopathic drugs is another important factor to be considered.
Concurrent with the study reported here, two independent surveys were run by the Consumer Involvement Unit of the United Bristol Healthcare NHS Trust in randomly selected samples of patients attending the homeopathic hospital outpatient unit. The first sample of 160 patients was taken during year 1 of the study and the second sample of 242 patients during year 3 of the study. Each sample of patients was sent a questionnaire about various aspects of their treatment in the homeopathic outpatient unit, and the questionnaire included qualitative questions concerning health changes. Both of these independent surveys confirmed the health gain reported by the patients in this study (available as an internal NHS audit). During year 5 of the study, 59% of 116 patients in another independent audit described improvement in their symptoms after just one visit. 31 The results of this study also concur with the positive outcomes reported in smaller observational studies from two other NHS Homeopathic Hospital outpatient units in the U.K. 22, 23 where overall clinical improvement was seen in 74% of 1372 patients and in 76.6% of 1100 patients respectively. Neither of these studies is exactly comparable to the current study, as both excluded certain diagnoses, especially the latter study, which excluded cancer patients, who form a significant part of the workload in the current study. However patients reporting better/much better (ϩ2/ϩ3) health gain in these previous two studies were 55% and 59.2% respectively. An additional finding of the present study was the larger positive health change observed in children, with 65.8% reported as being better or much better (ϩ2/ϩ3) and 80.5% as having some degree of improvement.
Apart from the placebo response (vide supra), two major reasons cited as explanations of any beneficial effects of homeopathic treatment are money and time. Many patients use homeopathy in the independent sector and the fact that they are paying for their treatment is cited as a reason why they report benefit. As this is an entirely NHS hospital unit there are no charges for treatment (other than the standard NHS prescription charges for medicines). It is also cited that patients are given great amounts of time during homeopathic treatment, and this is a reason why they report positive outcomes. The allocated appointment times in the homeopathic unit are de facto very similar to those for other chronic disease specialties within the UBHT. Data provided by the Information Management and Technology Directorate at UBHT show that appointment times for homeopathy align closely with those for such areas as rheumatology, neurology, and respiratory medicine and are substantially shorter than for psychiatry.
Methodologic issues for improving the quality of clinical trials to evaluate homeopathy in the treatment of chronic diseases include the need for more observational data from real-world homeopathic practice. [17] [18] [19] Selection of outcome measures must also reflect the real-world circumstances. Outcomes of importance to patients must be the primary concern of clinicians, and both specific and nonspecific outcome measures with lengthy follow-up are needed to encompass this adequately. 32 Additional research is needed combining observational quantitative and qualitative research methods 33 to explore further patients' perceptions of their health changes during homeopathic treatment.
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Study limitations
This study was designed as a longitudinal observational study that set out to examine a large cohort of patients (with no exclusions) to try to assess the health changes experienced by patients undergoing homeopathic treatment in realworld circumstances. Comparison groups were not included by design, although such a design has been successfully implemented in homeopathy research. 34 Issues concerning observational study design are well known and are documented elsewhere. 35 The limitations of this study include potential bias introduced by a "patient-with-doctor" generated measure, an issue that has been examined in other fields of medicine 36 ; some evidence would suggest that both the views of the observer and the patient looking at the overall changes might be the preferred method. 37 The particular tool used in this study is modeled on the 7-point Likert-type scale, which has been validated elsewhere. 38 Such a large cohort of patients, all referred independently by hundreds of other medical practitioners in both primary and secondary care, minimizes the possibility of selection bias. Independent surveys, involving cohorts of randomly selected patients and run in years 1, 3, and 5 of the study, help to validate the reported effects. The study also reflects real-world circumstances in everyday clinical practice in a busy NHS outpatient unit. As a consequence of regular updated reporting of this study during its progress, similar ongoing monitoring of clinical outcomes in routine practice has now been recommended by the UBHT Clinical Governance Committee for other specialties in this Teaching Hospital Trust.
CONCLUSIONS
This observational study has demonstrated positive health changes seen in routine homeopathic hospital practice for a SPENCE ET AL. 796 Migraine  0%  1%  1%  22%  21%  27%  26%  1%  1%  225  IBS  0%  0%  1%  26%  16%  25%  30%  2%  0%  152  Menopausal  0%  0%  1%  18%  15%  27%  35%  3%  1%  problems  112  Inflammatory  0%  0%  7%  17%  15%  24%  37%  0%  0%  bowel disease  UC/Crohn's  disease  354  ME/CFS  0%  1%  2%  25%  29%  25%  18%  0%  0%  301  Cancer  1%  1%  8%  15%  20%  27%  26%  2%  0%  201  Depression  0%  0%  1%  23%  18%  34%  19%  4%  1%  245  Arthritis  0%  1%  4%  23%  21%  30%  19%  2%  0% IBS, irritable bowel syndrome; UC, ulcerative colitis; ME, myalgic encephalomyelitis; CFS, chronic fatigue syndrome.
Outcome score wide range of conditions. Greater improvements were noted in children. The study results show that homeopathic treatment is a valuable intervention. Although there are limitations to the inferences that can be drawn from this kind of observational study, it offers an important strand of evidence in favor of the effectiveness of homeopathy in the management of a wide range of chronic diseases.
